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NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Part  35 

Group  Licensing  for  Certain  Medical 
Uses 

AGENCY:  U.S.  Nuclear  Regulatory 

Commission. 

action:  Final  rule. 

summary:  The  Nuclear  Regulatory 
Commission  (NRC)  is  amending  its 
regulations  to  add  a  new  reagent  kit  to 
its  lists  of  authorized  radioactive  drugs 
and  reagent  kits.  The  amendment  adds 
to  these  lists  the  use  of  a  reagent  kit  to 
prepare  the  radiopharmaceutical, 
technetium-99m  labeled  oxidronate 
sodium.  This  action  is  being  taken  by  _ 
NRC  because  the  Food  and  Drug 
Administration  recently  approved  a 
“New  Drug  Application”  for  this  reagent 
kit. 

EFFECTIVE  DATE:  March  6, 1981. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joseph  DelMedico,  Division  of  Fuel 
Cycle  and  Material  Safety,  Office  of 
Nuclear  Material  Safety  and  Safeguards. 
U.S.  Nuclear  Regulatory  Commission, 
Washington,  D.C.  20555,  301-427-4232. 
SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  of  the  amendment  of  the 


Nuclear  Regulatory  Commission's 
Regulation,  "Human  Uses  of  Byproduct 
Material,"  10  CFR  Part  35. 

Section  35.100  of  10  CFR  Part  35  lists 
groups  of  medical  uses  of  radioisotopes 
that  have  similar  requirements  for  user 
training  and  experience,  facilities  and 
equipment,  and  radiation  safety 
procedures. 

The  notice  of  proposed  rulemaking 
that  was  published  in  the  Federal 
Register  on  January  21, 1974  {39  FR  2384) 
stated  that  the  groups  of  licensed  uses 
would  be  amended  from  time  to  time  to 
add  new  radiopharmaceuticals,  sources, 
devices  and  uses  as  they  are  developed. 
The  Food  and  Drug  Administration 
(FDA)  has  recently  approved  a  “New 
Drug  Application”  for  a  reagent  kit  that 
is  used  to  prepare  the 
radiopharmaceutical,  technetium-99m 
labeled  oxidronate  sodium,  and  the  use 
of  this  reagent  kit  is  hereby  added  to 
Group  III. 

Because  thes.  amendments  relate 
solely  to  procedural  matters,  the 
Commission  has  found  that  good  cause 
exists  for  omitting  notice  of  proposed 
rulemaking  and  public  procedure 
thereon,  as  unnecessary.  Since  the 
amendment  relieves  licensees  from 
restrictions  under  regulations  currently 
in  effect,  it  may  become  effective 
without  the  customary  30-day  notice. 


Pursuant  to  the  Atomic  Energy  Act  of 
1954,  as  amended,  the  Energy 
Reorganization  Act  of  1974,  as  amended, 
and  Sections  552  and  553  of  Title  5  of  the 
United  States  Code,  the  following 
amendments  to  Title  10  Chapter  I,  Code 
of  Federal  Regulations,  Part  35  are 
published  as  a  document  subject  to 
codification. 

1.  Paragraph  (c)(4)  of  §  35.100  is 
amended  by  deleting  the  word  “and”  at 
the  end  of  paragraph  (x),  and  adding  a 
new  paragraph  (c)(4)(xi)  to  read  as 
follows: 

§  35.100  Schedule  A— Groups  of  medical 
uses  of  byproduct  material. 

***** 

(c)  *  *  * 

(4)  *  *  * 

(xi)  Oxidronate  sodium;  and 
*  *  *  *  * 

(Secs.  81, 161b,  Pub.  L.  83-703,  as  amended;  68 
Stat.  935,  948  (42  U.S.C.  2111,  2201);  sec.  201, 
Pub.  L.  93-438.  as  amended;  88  StaL  1242  (42 
U.S.C.  5841)) 

Dated  at  Bethesda,  Maryland  this  4th  day 
of  March  1981. 

Por  the  Nuclear  Regulatory  Commission. 
William  J.  Dircks, 

Executive  Director  for  Operations. 

(FR  Doc.  81-7387  Filed  3-5-81;  10:50  am| 
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Comments  on  this  program  are  still  invited. 

Comments  shouid  be  submitted  to  the  Day-of-the-Week  Program  Coordinator 
Office  of  the  Federal  Register,  National  Archives  and  Records  Service, 
General  Services  Administration,  Washington.  D.C.  20408 


List  of  Public  Laws 

Note:  No  public  bills  which  have  become  law  were  received  by  the 
Office  of  the  Federal  Register  for  inclusion  in  today's  List  of  Public 
Laws, 

Last  Listing  February  19, 1981 


THE  FEDERAL  REGISTER:  WHAT  IT  IS 
/AND  HOW  TO  USE  IT 


FOR;:  Any  person  w’ho  uses  the  Federal  Register  and 

Code  of  Federal  Regulations. 

WHO;  The  Office  of  the  Federal  Register. 

WHAT;:  Free  public  briefings  (approximately  2*4  hours) 
to  present: 

1.  The  regulatory  process,  with  a  focus  on  the 
Federal  Register  system  and  the  public’s  role 
in  the  development  of  regulations. 

2.  The  relationship  between  Federal  Register 
and  the  Code  of  Federal  Regulations. 

3.  The  important  elements  of  typical  Federal 
Register  documents. 

4.  An  introduction  to  the  finding  aids  of  the 
FR/CFR  system, 

WHY:  To  provide  the  public  with  access  to 

information  necessary  to  research  Federal 
agency  regulations  which  directly  affect 
them,  as  part  of  jie  General  Services 
Administration’s  efforts  to  encourage  public 
participation  in  Government  actions.  There 
will  be  no  discussion  of  specific  agency 
regulations. 

WHEN;  March  13  and  27,  April  10  and  24;  at  9  a.m. 
(Identical  sessions). 

WHERE:  Office  of  the  Federal  Register.  Room  9409, 

1100  L  Street  NW„  Washington,  D.C. 
RESERVATIONS:  Call  King  Banks.  Workshop 
Coordinator,  202-523-5235. 
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